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Dear Dr. Ftiedman:

AS the Ageney proceeds with the implementation of the Food and Drug Administration
Modernization Act of 1997 (FDAMA), we thought it was ‘imporumt to clar@ our intent in
enacting SecLicm  112, the fast track section. This is not a codifidon  of the Agtmoy’s exkting
regulations, such as thow ctweMg accelerated approval; it also represents important new
authori~  for the Agency,

In the past, FDA has demonstramd  great flexibility in approving drugs to tr-t certain
serious or lif-~hreatwting diseaws such as MIX and cancer. Seetion  112 was intentimal!y
drafted to enable the Agency to usc the same leveI of flexiiilj~  in al] cases of serious or life.
thr~tening  conditions and whine there is the potential to address an WUIMX mcdkal need.

lt creates a new mechanism that can be used by the FDA to address those products that to
dare have not bem eligible for weeIerated  approval under Subpart E or Subpart H of your
regulations. We intentionally included the reference to evidence horn clinical endpoints to make
clear that drugs are eligible for ~he fast track approach even if they were  not mMluaLed  on rhe
basis of surrogate endpoints or measurements of mo~ah~,  and speclfi~]ly if FIYA might  ~ol view

them as eligible under Subpart E or H.

In addi~io%  we reminded the AgenGy that the evidence of E45acy for fast track drugs
need not meet the Agency’s ‘[ordinaxy” standards for approval. Instead, as our report  language
makes chxm, where ‘the widenec of a drug’s efliicr on a clinical @ndpoint  strongly suggest
effedvmess,  but is not sufficiently conclusive to warrant ordhary approval,>’ the Ageney is
authoti=d  co approve a drug as a fast track product. If FDA believes further confirmation of
efikacy  is needed, it may require post-approval studies so that ultimate clinical benefit can be
verif%d on the same post-approval b~is as for accel~aled  app~~val  products. This provkki] idsu
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authorizes FDA to remove the product from the market through an accelerated withdrawal
pnxxdure  if clinkd effectiveness cannot  be eordirmed pos~-approva!.

@r gnal was Gkar: for serious or lif~threatening conditions where no alternative exists
where safety is not an issue, and where there is a strong  suggestion of ef&aey,  we want FDA to
give patients with -Pus medial  nee& access to products they need and desire. We believe the
fast hack authority ean accomplish that goal, We look fomvard to seeing the Agency proceed
with implertwnustiori of this important new authority,
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